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Cover: Twelve agencies of the
Department of Health, Education,
and Welfare contributed chapters of
the new *‘Surgeon General’s Report
on Smoking and Health.” Major
findings of the 1,200 page report are
summarized on pages 107 and 108
of this Issue.



Standards are Established for Animal Studies
on Safety of FDA-Regulated Products

B Standards to assure the adequacy
and integrity of animal studies on the
safety of products regulated by the
Food and Drug Administration were
published in the Federal Register of
December 22, 1978, and will become
effective 180 days afterward.

Known as Good Laboratory Practices
(GLPs), the standards establish re-
quirements for all laboratories that
conduct animal tests intended to be
submitted to FDA to demonstrate the
safety of a product. FDA estimates
that 500 laboratories in the United
States and overseas conduct such
tests. FDA-regulated products tested
in these laboratories include food and
color additives, human and animal
drugs, medical devices, and electronic
products. The need for standards for
animal testing laboratories became
evident in 1975 when FDA investiga-
tions showed that some animal studies
had been poorly carried out and that
data had been improperly reported.

Failure of a laboratory to comply
with the new standards could result in
FDA rejection of studies conducted in
it or in the FDA’s disqualification of
the laboratory from conducting further
studies. The FDA regulations establish
requirements for, among other things,
the qualification and training of per-
sonnel, the adequacy of animal care
and other facilities, equipment design
and maintenance, the conduct of a

study, and the storage and retrieval of
records and data.

So that animal laboratories will have
a single set of standards with which to
comply, the standards are being co-
ordinated with other Federal regula-
tory agencies—the Environmental Pro-
tection Agency (EPA), the Consumer
Product Safety Commission, and the
Occupational Health and Safety Ad-
ministration. EPA is expected to pro-
pose similar regulations in early 1979
to assure the adequacy of animal
studies on pesticides, insecticides,
and potentially toxic substances.

““Under our regulatory system,” FDA
Commissioner Donald Kennedy noted,
“FDA and other agencies make judg-
ments on products on the basis of
safety data submitted by manufac-
turers. Our experience indicates a
need for us to estabilsh more explicit
requirements for the facilities in which
animal studies are conducted. These
new regulations will help assure the
integrity and quality of tests submitted
to us and thereby provide us with fur-
ther assurances that the regulatory
decisions we make are based on good
data.”

To conduct inspections at animal
testing facilities to see whether they
comply with the new standards, 263
investigators and supervisors from
FDA offices were trained at the Na-
tional Center for Toxicological Re-
search in Jefferson, Ark.
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Symposium on drugs and chemical risks
to the fetus and newborn. A 2-day
symposium on drugs and chemical risks
to the fetus and newborn will be held in
New York City, May 21-22, 1979.
iSponsored by the National Foundation-
March of Dimes, the program will be
presented by the Downstate Medical
{Center of the State University of New
York.

The purposes of the meeting are to
(a) provide health professionals with
the most current information about the
impact of drugs and environmental

chemicals upon the fetus and newborn,
(b) deal with the acute and long-term
effects of these substances (not only
when the agents are administered pre-
natally, but also when exposure occurs
through breast milk), and (¢) stimulate
investigation into the mechanisms of
the effects of drugs and chemicals,
thereby contributing to the prevention
of birth defects. For further informa-
tion, contact the National Foundation-
March of Dimes, 622 Third Ave., New
York, N.Y. 10017, or phone (212) 682-
6430.
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Compiled by Charles E. Jackson, Divi-
sion of Legislation, Health Resources
Administration.

November 15, 1978, Vol. 43, No. 221,
pp. 53242-53244

Psychosurgery. The Secretary of Health,
Education, and Welfare has announced
his determinations regarding psycho-
surgery following the recommendations
of the National Commission for the Pro-
tection of Human Subjects of Biomedi-
cal and Behavioral Research.

The Secretary has determined that
(a) the Department will assist leading
professional organizations to form a
joint committee on psychosurgery to
establish mechanisms for the voluntary
regulation and reporting of psychosurgi-
cal procedures and (b) the Department
will promulgate regulations covering any
procedures supported by DHEW pro-
grams. These regulations will generally
follow the Commission’s recommenda-
tions but would use the procedures with
prisoners, children, involuntarily con-
fined mental patients, legally incompe-
tent patients, and any patient who in the
judgment of the attending physician
was not competent to give informed
consent.

November 15, 1978, Vol. 43, No. 221,
pp. 53060-53061

National toxicology program. The Sec-
retary of the Department of Health,
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pliance with the NIH guidelines by
companies that carry out DNA research
but whose products are not requested
by the Food and Drug Administration.
He directed NIH to increase its research
designed to determine the extent of risk
associated with recombinant DNA re-
search. He broadened substantially the
public representation on the HEW ad-
visory committee that will assist NIH
in administering the revised guidelines.
He also increased significantly public
access to information about recombinant

DNA research activities and increased
public participation in the administra-
tion of the guidelines in local com-
munities.

December 22, 1978, Vol. 43, No. 247,
pp- 60134-60135

Announcement on recombinant DNA
research by FDA Commissioner. The
Commissioner of the Food and Drug
Administration has announced inten-
tions to propose regulations to require

assurances in future submissions to the
Agency that any recombinant DNA work
which has been or will be performed in
connection with the submissions fully
comply with the NIH guidelines for
recombinant DNA research.

The Food and Drug Administration
has received inquiries from pharma-
ceutical manufacturers and others con-
cerning the use of recombinant DNA
techniques in research on, and the
development and manufacture of, prod-
ucts subject to the Agency’s jurisdiction.
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